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The Centers for Medicare and Medicaid Services (CMS) concludes the following:

The evidence is inadequate to conclude that CT colonography is an appropriate colorectal cancer screening test under
§1861(pp)(1) of the Social Security Act. CT colonography for colorectal cancer screening remains noncovered.
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Coverage Decision Memorandum for Screening Computed Tomographic (CT) Colonography for Colorectal
Cancer

Date: May 12, 2009

l. Decision

The Centers for Medicare and Medicaid Services (CMS) concludes the following:

The evidence is inadequate to conclude that CT colonography is an appropriate colorectal cancer screening test under
§1861(pp)(1) of the Social Security Act. CT colonography for colorectal cancer screening remains noncovered.

Il. Background

Colorectal cancer (CRC) remains one of the three most common cancers and a leading cause of cancer deaths in the
United States. Unlike many others, early detection and intervention have been shown to improve survival in randomized
trials on fecal occult blood tests. Colorectal cancer screening is recommended universally. Since 1998, Medicare has
covered several CRC screening tests such as fecal occult blood tests, flexible sigmoidoscopy, and optical colonoscopy
for average risk individuals. While colorectal cancer remains a leading cancer among women and men, the recent
declines in both U.S. incidence and mortality as reported by Jemal and colleagues (2008) are encouraging. The authors
noted: “The accelerated decline in the colorectal cancer incidence rate since 1998 may be associated with increased use
of colorectal cancer screening, which prevents cancer through removal of precancerous adenomatous polyps. Between
2000 and 2005, the percentage of adults aged 50 years and older who reported having had colonoscopy increased from
20% to 39%, whereas the percentage reporting testing for fecal occult blood decreased from 17% to 12%. Overall, the
use of colorectal screening among adults 50 years and older increased from 27% in 1987 to 50% in 2005.”

In recent years, computed tomographic (CT) colonography, also referred to as virtual colonoscopy, has been studied as
a CRC screening test. After full purgatory bowel preparation similar to the preparation used for optical colonoscopy, stool
and fluid tagging with oral contrast, and room air or carbon dioxide insufflation of the colon, a CT scan is performed in
both supine and prone positions while the patient is fully conscious and produces images of the colon and rectum to
assess the presence or absence of structural lesions such as polyps and cancer. It may be considered an intermediate
test since it does not have a direct mechanism for removal of polyps. Individuals found to have clinically important polyps
must be referred for optical colonoscopy to remove the polyps and accomplish cancer prevention.
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In the Balanced Budget Act of 1997, Pub. L. No. 105-33, §4104 (August 5, 1997), Congress gave the Secretary of
Health and Human Services the authority to cover additional CRC screening tests as determined appropriate, in
consultation with appropriate organizations. CMS used this authority in 2003 to provide coverage for the fecal
immunoassay test after assessing its specific screening test parameters and health benefits
(http://www.cms.hhs.gov/mcd/viewtrackingsheet.asp?id=87). See Medicare National Coverage Determination Manual at
sections 190.34 and 210.3.

As we noted in our decision on the fecal immunoassay test, the consideration of a screening test involves a number of
factors unlike that of diagnostic tests and therapeutic interventions because screening is performed on individuals who
do not have symptoms. Since individuals undergoing screening are asymptomatic, the threshold of “first doing no harm”
is raised. In their classic publication, Cochrane and Holland (1971) emphasized this distinction when they noted: “We
believe there is an ethical difference between everyday medical practice and screening. If a patient asks a medical
practitioner for help, the doctor does the best he can. He is not responsible for defects in medical knowledge. If,
however, the practitioner initiates screening procedures, he is in a very different situation. He should, in our view, have
conclusive evidence that screening can alter the natural history of disease in a significant proportion of those screened.”
Cochrane and Holland further laid out the analytic framework for the validation of screening test methods which remains
in use today and will be utilized in this decision. The assessment of a screening test involves the consideration of
screening test characteristics, test performance and health outcomes (risks and benefits) for representative populations.

In May 2008 following the completion and publication of several large studies on screening CT colonography and
updated CRC screening guidelines, CMS initiated this national coverage analysis to evaluate the evidence on CT
colonography and to determine if the evidence is sufficient for Medicare coverage. This analysis does not address the
use of CT colonography as a diagnostic test. In November 2008, a Medicare Evidence Development & Coverage
Advisory Committee (MedCAC) meeting was held “to discuss the various kinds of evidence that are useful to support
requests for Medicare coverage in this field.” Notice, 73 Fed. Reg. 55848 (Sept. 26, 2008).

lll. History of Medicare Coverage

The Balanced Budget Act of 1997, Pub. L. No. 105-33; § 4104 (1997), established coverage for colorectal cancer
screening procedures under Medicare Part B, effective January 1, 1998. Medicare currently covers (1) annual FOBTSs,
(2) flexible sigmoidoscopy every 4 years, (3) screening colonoscopy for persons at average risk for colorectal cancer

every 10 years]i], or for persons at high risk for colorectal cancer every 2 years]ii], (4) barium enema every 4 years as an
alternative to flexible sigmoidoscopy or colonoscopy, and (5) other procedures the Secretary finds appropriate based on
consultation with appropriate organizations. See 42 C.F.R. §410.37; 62 Fed. Reg. 59079-59082, 59100-59101 (Oct. 31,

1997).

In the Physician Fee Schedule Final Rule for 2003, CMS amended the FOBT screening regulation definition at 42 C.F.R.
§ 410.37 (a) (2) to provide coverage of either (1) a guaiac-based FOBT, or (2) other tests as determined by the
Secretary through a national coverage determination. See 67 Fed. Reg. 79966, 80040 (Dec. 31, 2002). On November 4,
2003, CMS issued a final Decision Memorandum indicating that effective November 4, 2003, Medicare would cover a
screening immunoassay FOBT on an annual basis as an alternative to the guaiac-based FOBT.
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In the same rulemaking, CMS also amended the colorectal cancer screening test regulation at 42 C.F.R. § 410.37 (a) (1)
(v) to provide that in addition to the screening test options already covered under the regulation, it could include
coverage of additional colorectal cancer screening tests through issuance of a national coverage determination.

Benefit Category

Medicare is a defined benefit program. An item or service must fall within a benefit category under Part A or Part B as a
prerequisite to Medicare coverage. Congress has specifically authorized coverage of certain colorectal cancer screening
tests under Part B of the Medicare program and has consistently made necessary conforming changes in order to
ensure that payments are made. Subject to certain frequency limits, certain colorectal cancer screening tests are
payable under the Medicare statute even if the tests would not satisfy the “reasonable and necessary” provision of §
1862(a)(1)(A) of the Social Security Act. §1862(a)(1)(H). Colorectal Cancer Screening Tests have a benefit category
under § 1861(s)(2)(R) and § 1861 (pp) of the Social Security Act. Specifically, CMS is using the authority under §
1861(pp)(1)(D) and 42 C.F.R. § 410.37(a)(1)(v) to determine whether the scope of the CRC screening benefit should be
expanded to include coverage of the CT colonography screening test.

IV. Timeline of Recent Activities

May 19, CMS initiates this national coverage analysis for the use of screening CTC for colorectal cancer. The public

2008 has 30 days to submit comments on this topic. CMS considers all public comments, and is particularly
interested in clinical studies and other scientific information related to the technology under review. We are
especially interested as to the types of studies needed if the evidence is determined to be premature for
coverage or if the appropriate frequency interval is uncertain.

November CMS convened the Medicare Evidence Development and Coverage Advisory Committee (MEDCAC) to

19, 2008 review the available evidence on the use of CTC as a screening test for colorectal cancer for average risk
individuals, including test characteristics, screening frequency, cost effectiveness, safety and training
requirements.

February CMS posts a proposed decision memorandum and the 30 day public comment period begins.
11, 2009

March 3, CMS met with representatives of the American Cancer Society, the American College of Radiology, and

2009 the American Gastroenterological Association and listened to their concerns regarding the proposed
decision memorandum and asked them to reflect those concerns in the written comments they submit
during the public comment period.

March 10, CMS met with representatives of the Medical Imaging and Technology Alliance and listened to their
2009 concerns regarding the proposed decision memorandum and asked them to reflect those concerns in the
written comments they submit during the public comment period.

V. FDA Status
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Currently, CT imaging systems and post-processing software for colon imaging go through the FDA 510(k) process to
obtain clearance for commercial distribution. To obtain 510(k) clearance, the sponsor must demonstrate that the device
is substantially equivalent to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, to devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act), or to devices that are currently legally on the market.

CT devices were on the market prior to the passage of the Medical Device Amendments. They were originally indicated
for general cross sectional imaging of the body. This includes the colon and other specific organs. Subsequent
modifications based on either additional built in processing or on post processing have expanded the breadth of CT
images and with that their use. CT colonography is an example of this process. Originally, colon images were viewed as
a series of individual cross sectional images. With improved processing, these images can be combined into a fly-
through presentation; this has led to CT colonography mimicking an optical colonoscopy. The fly-through presentation
clearance was based on the re-presentation of existing data and not on new information. There are also companies
developing colon CAD devices, which may assist the radiologist in the detection of potential polyps ina CT
colonography.

Whole Body CT Imaging (see http://www.fda.gov/cdrh/ct/)

Some medical imaging facilities are currently promoting whole-body CT imaging as a preventive or proactive healthcare
measure to healthy, asymptomatic individuals. At this time the FDA knows of no data demonstrating that whole-body CT
screening is effective in detecting any particular disease early enough for the disease to be managed, treated, or cured
and advantageously spare a person at least some of the detriment associated with serious illness or premature death.
Any such presumed benefit of whole-body CT screening is currently uncertain, and such benefit may not be great
enough to offset the potential harms such screening could cause. Statements by whole body CT imaging facilities that
imply FDA "approval," "clearance," or "certification" of whole body CT for screening of asymptomatic patients
misrepresent the actual situation. FDA has never approved or cleared or certified any whole body CT system specifically
for use in screening of asymptomatic patients.

CT Colonography

CT imaging devices (both hardware and software) presenting fly-through imaging of the colon have been cleared for
colon cancer screening. There are numerous articles and opinions in the literature indicating that optical colonoscopy
and CT colonography are nearly equivalent in terms of effectiveness and several medical and health organizations have
endorsed its use.

The FDA has given 510(k) clearance for the following post-processing software devices used with CT of the colon.

Device Name: V3D Colon, Revision 1.3, Viatronix, Inc.
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510(k) Number: K040126 (available
at:http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/PMNSimpleSearch.cfm?db=PMN&ID=K040126)
Decision Date: 04/19/2004

Decision: Substantially equivalent

Device Name: Colon CAR™ Release 1.2, Medicsight PLC.

510(k) Number: K042674 (available
at:http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/PMNSimpleSearch.cfm?db=PMN&ID=K042674)
Decision Date: 10/19/2004

Decision: Substantially equivalent

Device Name: CT Colonography Il, General Electric Medical Systems

510(k) Number: K041270

(available at:http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/PMNSimpleSearch.cfm?db=PMN&ID=K041270)
Decision Date: 5/27/2004

Decision: Substantially equivalent

Device Name: syngo Colonography software package with extended functionality, Siemens Ag, Medical Solutions
510(k) Number: KO42605

(available at:http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/PMNSimpleSearch.cfm?db=PMN&ID=K042605)
Decision Date: 10/8/2004

Decision: Substantially equivalent

Medicsight PLC has also submitted an application to the FDA seeking 510(k) clearance of ColonCAD™ (available at:
http://investor.medicsight.com/releasedetail.cfm?ReleaselD=347957).

VL. General Methodological Principles

When making national coverage decisions concerning the scope of the CRC screening benefit under Medicare Part B,
CMS evaluates relevant clinical evidence to determine whether or not the evidence is of sufficient quality to support a
finding that a test is appropriate for general screening in the Medicare population. The critical appraisal of the evidence
enables us to determine to what degree we are confident that: 1) the specific assessment questions can be answered
conclusively; and 2) the screening test is appropriate and how it compares to existing covered tests. In general, features
or clinical studies that improve quality and decrease bias include the selection of a clinically relevant cohort, the
consistent use of a single good reference standard, and the blinding of readers of the index test, and reference test
results (please see section regarding Screening Tests in Appendix A).

Public comments sometimes cite the published clinical evidence and give CMS useful information. Public comments that
give information on unpublished evidence such as the results of individual practitioners or patients are less rigorous and
therefore less useful for making a coverage determination. Public comments that contain personal health information will
not be made available to the public. CMS uses the initial public comments to inform its proposed decision. CMS
responds in detail to the public comments on a proposed decision when issuing the final decision memorandum.

VII. Evidence
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A. Introduction

Since screening is conducted on asymptomatic individuals, the analytic framework for screening tests involves
consideration of several specific factors and a balance of harms and benefits that may be different compared to
diagnostic tests and therapeutic interventions. Fortunately, the evaluation of screening tests has been standardized and
accepted. Cochrane and Holland (1971) reported: “The value of a screening test may be assessed according to the
following criteria:

i. Simplicity. In many screening programmes more than one test is used to detect one disease, and in a multiphasic
programme the individual will be subjected to a number of tests within a short space of time. It is therefore essential that
the tests used should be easy to administer and should be capable of use by para-medical and other personnel.

ii. Acceptability. As screening is in most instances voluntary and a high rate of co-operation is necessary in an efficient
screening programme, it is important that tests should be acceptable to the subjects.

iii. Accuracy. The test should give a true measurement of the attribute under investigation.

iv. Cost. The expense of screening should be considered in relation to the benefits resulting from the early detection of
disease, i.e., the severity of the disease, the advantages of treatment at an early stage and the probability of cure.

v. Precision (sometimes called repeatability). The test should give consistent results in repeated trials.

vi. Sensitivity. This may be defined as the ability of the test to give a positive finding when the individual screened has
the disease or abnormality under investigation.

vii. Specificity. This may be defined as the ability of the test to give a negative finding when the individual screened does
not have the disease or abnormality under investigation.”

As Cochrane and Holland (1971) further noted, evidence on health outcomes (“evidence that screening can alter the
natural history of disease in a significant proportion of those screened”) is important in the consideration of screening
tests since individuals are asymptomatic and “the practitioner initiates screening procedures.” The United States
Preventive Service Task Force (USPSTF) and other appropriate organizations such as the Multisociety Task Force,
American College of Preventive Medicine and the Blue Cross Blue Shield Association Technology Evaluation Center
have integrated the consideration of health outcomes in their assessments and recommendations as well. In this
coverage analysis, we considered CT colonography studies and evidence that were published after 2003 since
systematic reviews of earlier studies and evidence based guidelines (USPSTF, 2002; Winawer, 2003; U.S. Multisociety
Task Force, 2003) did not support routine screening use. Most recent studies have focused primarily on test
characteristics and have not considered outcomes such as survival. Intermediate outcomes, such as increasing overall
CRC screening in representative populations or reduction of normal optical colonoscopies have also not been reported.
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Literature Search

CMS searched PubMed from January 2003 to October 2008. General keywords included screening computed
tomographic colonography and virtual colonoscopy. Initially, we searched for studies on asymptomatic, average risk
individuals that presented original data using multislice CT, examined health outcomes and were published in peer-
reviewed English language journals. Since no study met the criteria for health outcomes, the search was expanded to
include technology assessments, meta-analysis, reviews, and studies that reported only test characteristics compared to
optical colonoscopy. Abstracts were excluded. Using these general parameters, 6 original studies and 6 reviews were
found.

B. Discussion of evidence reviewed

1. Evidence Questions

Our determination of whether CT colonography is an appropriate screening test under Medicare involves consideration
of test parameters and health outcomes. For this NCD, the questions of interest are:

a. Is the evidence sufficient to determine that CT colonography is a valuable screening test for colorectal cancer for
average risk Medicare individuals compared to optical colonoscopy?

b. Is the evidence sufficient to conclude that the use of CT colonography improves health outcomes for colorectal cancer
screening in average risk individuals compared to optical colonoscopy?

2. External Technology Assessments

Whitlock EP, Lin JS, Liles E, Bell TL, Fu R. Screening for colorectal cancer: a targeted, updated systematic review for
the U.S. Preventive Services Task Force. Ann Intern Med 2008;149:638-658.

Whitlock and colleagues reported the results of a systematic review of colorectal cancer screening tests. For CT
colonography, 4 studies with 4312 average risk individuals were reviewed. The authors noted: “In settings with sufficient
quality control, CT colonography is as sensitive as colonoscopy for large adenomas and colorectal cancer. Uncertainties
remain for smaller polyps and frequency of colonoscopy referral.” They concluded: “Computed tomographic
colonography seems as likely as colonoscopy to detect lesions 10 mm or greater but may be less sensitive for smaller
adenomas. Potential radiation-related harms, the effect of extracolonic findings, and the accuracy of test performance of
CT colonography in community settings remain uncertain.”
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Zauber AG, Knudsen AM, Rutter CM, Lansdorp-Vogelaar |, Savarino JE, van Ballegooijen M, Kuntz KM. Cost-
effectiveness of CT colonography to screen for colorectal cancer. Report to AHRQ from the Cancer Intervention and
Surveillance Modeling Network (CISNET) for MISCAN, SimCRC, and CRC-SPIN Models, 2009. Available at:
http.//www.cms.hhs.gov/determinationprocess/downloads/id58TA. pdf

Zauber and colleagues reported the results of a cost-effectiveness analysis performed using 3 established colorectal
cancer screening models. They noted: “Based on the analyses from three microsimulation models, screening for CRC
with CT colonography every 5 years with referral of individuals with a 6 mm or larger lesion to colonoscopy provides a
benefit in terms of life-years gained that is comparable to that of five-year flexible sigmoidoscopy with annual FOBT and
slightly lower than colonoscopy screening every 10 years. The cost of CT colonography relative to the benefit derived
and to the availability and costs of other CRC screening tests, would need to be in the range of $108 to $205 to be a
cost-effective alternative to all other available screening modalities, and in the range of $179 to $237 to be cost-effective
compared to colonoscopy screening with CMS payment of approximately $500 for colonoscopy without polypectomy and
$650 for colonoscopy with polypectomy.

Washington State Health Care Authority. CT colonography for colorectal cancer screening. 2008. Available at
http.//www.hta.hca.wa.gov/vc.html.

The Washington State Health Technology Clinical Committee (HTCC), an independent committee of 11 health
practitioners, determines how selected health technologies are covered by several state agencies, reviewed CT
colonography and does not provide coverage. In their assessment (prepared by the Institute for Clinical and Economic
Review) they noted: “In conclusion, given the current standard for performance, CT colonography is nearly as or equally
sensitive as optical colonoscopy for detection of lesions > 10 mm on a per patient basis. It is somewhat less sensitive on
a per patient basis for smaller lesions or for detecting individual lesions. It seems likely that the majority of current
sources of observer error can be overcome through use of standardized and stringent methods for bowel cleansing, use
of fecal tagging and contrast media, and use of computer assisted methods for scan interpretation. Observer training is a
critical component for reducing perceptual errors. CT colonography is relatively safe and existing data suggest that CT
colonography is acceptable to patients, although it is unclear whether implementation of CT colonography to the
colorectal screening armamentarium would result in increased rates of colorectal screening and overall earlier detection
of colorectal cancer in the general population.”

Winawer SJ. Colorectal cancer screening. Best Practice & Research Clinical Gastroenterology 2007;21:1031-1048.
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Winawer reported the results of a systematic review on colorectal cancer screening. He noted: “reconstructions of the
colonic lumen (‘virtual colonoscopy’). The procedure requires air insufflation for colonic distension to maximal tolerance
(approximately two litres of room air or carbon dioxide) and cathartic bowel preparation. More recently preparations that
involve the ingestion of an oral contrast agent days prior to the study (‘faecal tagging’) have been for electronic
(computer) subtraction of stool and liquid. Meta-analysis of studies using CTC for the detection of colorectal polyps and
cancer showed high sensitivity (93%) and high specificity (97%) of this technique for polyps of 10 mm or larger.
However, for large and medium sized polyps combined (six millimetres or larger) the average sensitivity decreased to
86% with a specificity of 86%. When polyps of all sizes were included, studies were too heterogeneous in sensitivity
(range, 45%—-97%) and specificity (range, 26%—-97%). While sensitivity of CTC for cancer and large polyps is
satisfactory, detection of polyps in the six to nine millimetre size range is not satisfactory. Another important drawback of
CTC for screening patients at increased risk is that flat lesions are missed. Major complications are rare. CTC outcomes
seem to depend largely on the expertise of the radiologists and the techniques used. CTC techniques are improving and
seem to perform at a clinically useful level in some centres. However, a major disadvantage of CTC for its use as a
screening procedure is the repeated patient exposure to substantial doses of ionising radiation. Lately, multidetector or
multislice CT technology shortens scan time and reduces radiation dose while preserving high spatial resolution.
Furthermore, the issue of when to refer patients for colonoscopy is unresolved. This has an enormous impact on the cost
of the procedure. Another disadvantage is that the examination requires a complete bowel preparation. If patients need
colonoscopy, they must undergo a second bowel preparation. Finally, extraintestinal findings can lead to evaluation and
increased costs.”

Rosman AS, Korsten MA. Meta-analysis comparing CT colonography, air contrast barium enema, and colonoscopy.
American Journal of Medicine 2007;120:203-210.

Rosman and Korsten reported the results of a meta-analysis of 30 studies (total number of individuals was not reported)
published from 1996-2005. Studies were eligible for inclusion if all individuals received both CT colonography and
colonoscopy and the studies reported per patient test characteristics. Studies were excluded if they had small sample
sizes (n< 5) or excess numbers of cancers.

The pooled per patient sensitivities of CT colonography were 74% (95% CI, 66%-81%) overall, 56% (95% CI, 42%-70%)
for polyps < 6mm, 63% (95% ClI, 52%-75%) for polyps 6-10mm, and 82% (95% CI, 76%-88%) for polyps > 10mm. The
pooled per patient specificity of CT colonography was 77% (95% Cl, 69%-86%) overall. The authors concluded: “CT
colonography has a reasonable sensitivity and specificity for detecting large polyps but was less accurate than
endoscopic colonoscopy for smaller polyps. Thus, CT colonography may not be a reasonable alternative in situations in
which a small polyp may be clinically relevant.” In this review, studies on high risk symptomatic patients were included.

Mulhall BP, Veerappan GR, Jackson JL. Meta-analysis: computed tomographic colonography. Ann Intern Med
2005;142:635-650.

Mulhall and colleagues reported the results of a systematic review of 33 studies (6393 individuals) published from 1975
to 2005. Inclusion criteria were prospective, blinded design, adult patients, and CT scans with insufflation.
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The pooled per patient sensitivities of CT colonography were 70% (95% Cl, 53%-87%) overall, 48% (95% CI, 25%-70%)
for polyps < 6mm, 70% (95% ClI, 55%-84%) for polyps 6-9mm, and 85% (95% ClI, 79%-91%) for polyps > 9mm. The
pooled per patient specificity of CT colonography was 86% (95% Cl, 84%-88%) overall. The authors concluded:
“Computed tomographic colonography is highly specific, but the range of reported sensitivities is wide. Patient or
scanner characteristics do not fully account for this variability, but collimation (x-ray beam thickness), type of scanner,
and mode of imaging explain some of the discrepancy. This heterogeneity raises concerns about consistency of
performance and about technical variability. These issues must be resolved before CT colonography can be advocated
for generalized screening for colorectal cancer.” In this review, studies on high risk symptomatic patients were included.

3. Internal Technology Assessment

Johnson CD, Chen MH, Toledano AY, Heiken JP, Dachman A, Kuo MD, et al. Accuracy of CT colonography for
detection of large adenomas and cancers. N Engl J Med 2008;359:1207-1217.

Johnson and colleagues reported the results of a study of 2600 adults at 15 centers “to assess the accuracy of CT
colonography in detecting histologically confirmed, large colorectal adenomas and cancers (210 mm in diameter), with
optical colonoscopy (the current clinical standard for colorectal cancer screening) and histologic review used as the
reference standard.” All participants were 50 year of age or older, did not have symptoms of major bowel diseases, and
were scheduled for routine colonoscopy. The study was conducted at 15 clinical sites in the United States. Exclusion
criteria includes melena, hematochezia, lower abdominal pain, inflammatory bowel disease, familial polyposis,
colonoscopy in past 5 years, complications from prior colonoscopy, anemia and a positive fecal occult blood test. The
primary endpoint was “detection by CT colonography of histologically confirmed large adenomas and adenocarcinomas
(10 mm in diameter or larger) that had been detected by colonoscopy.”

CT colonography was performed using at least 16 row multidetector CT scanners with colonic carbon dioxide insufflation
and one milligram of subcutaneous glucagons. Preparation included laxative purgation, fluid and stool tagging with oral
contrast.

Of the 2600 participants, complete data were available for 2531 (97%). Of these, 89% were considered at average risk
for colorectal cancer. Mean age was 58 years. Men comprised 48% of the 2531. In per-patient analysis, the authors
reported sensitivity, specificity, positive predictive value and negative predictive value for at least one lesion = 6mm of
0.78, 0.88, 0.40 and 0.98, respectively; and for at least one lesion = 10 mm of 0.90, 0.86, 0.23, and 0.99, respectively. In
per-polyp analysis, the authors reported sensitivity for lesions = 5mm of 0.70 and for lesions = 10mm of 0.84. The
authors reported that “extracolonic findings were observed in 66% of the participants; however, only 16% were deemed
to require either additional evaluation or urgent care.” They concluded: “In this study of asymptomatic adults, CT
colonographic screening identified 90% of subjects with adenomas or cancers measuring 10 mm or more in diameter.
These findings augment published data on the role of CT colonography in screening patients with an average risk of
colorectal cancer.” Participants were recruited from individuals already scheduled for routine colonoscopy. Segme